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DETAILED ACTION 

1 . Receipt is acknowledged of applicants': (1 ) petition for extension of time; (2) Rule 
132 Declaration 7 June 2005; (3) and Amendment in Response to Non-Final 
Office Action; all filed on 7 June 2005. 

2. The 35 U.S.C. 101 rejection-of-record (Office action mail date 14 December 
2004) is hereby withdrawn. 

3. The 35 U.S.C. 102 rejection-of-record (Office action mail date 14 December 
2004) is hereby withdrawn. 

4. Applicants' arguments have been considered, but are moot in view of the new 
grounds of rejection. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1. Claims 18-34 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claims contain subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Claims 18-34 are drawn to a "depot" medicament formulation. According to the 
instant specification, "[r]elease of the active ingredient is intended with the described 
drug forms to take place in a delayed and gradual manner, resulting in a prolonged 
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action for these drug forms in the sense of a depot." See page 1 , lines 9-12. However, 
no evidence is provided in the specification that applicants have accomplished "depot" 
pharmacokinetics. No examples or data are provided that show a delayed or prolonged 
release of active agent using the medicament formulation claimed. 

2. Claims 18-34 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claims contain subject matter that 
is not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventors, at the time the application was filed, had 
possession of the claimed invention. Specifically, claims 18-34 are drawn to a "depot" 
medicament formulation. While examiner acknowledges that the term "depot" is given a 
broad definition in the instant specification (see page 1, lines 10-12), the term is not 
defined by the instant specification in a clear and concise manner as applied to the 
invention being claimed. As such, the disclosure of the instant specification is not 
sufficient to support the concept of "depot" medicament formulation, as claimed, and 
requires further clarification. 

3. Claims 26 and 27 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. Specifically, the specification does not 
teach how to make a medicament formulation comprising ceramic granules or calcium 
phosphate. No examples are provided. 

4. Claims 32 and 33 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. Specifically, the specification does not 
teach how to make a bone replacement implant. No examples are provided. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

1. Claim 20 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Specifically, the phrase "granule mixture of particles" is 
unclear. Clarification is requested. 

2. Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Specifically, it is unclear whether "mixed granules" refers to a 
mixture comprising (a) granules made of only plasma protein and granules made of only 
active ingredient, or (b) granules made of both plasma protein and active ingredient. 
Clarification is requested. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 18-25, 28-31 and 34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Heath, et. al. (WO 97/44015). 

Heath, et. al. teach a granulated fibrin tissue adhesive formulation (see col. 3, 
lines 28-39). The disclosed formulation is comprised of: 

• the blood plasma protein of instant claim 18 (see page 2, line 35); 
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• the fluidized bed drying of instant claim 18 (see page 3, lines 19-25); 

• the thrombin of instant claim 18 (see page 2, line 35); 

• the carrier granules of instant claim 18 (see page 3, lines 9-18); 

• the active agent of instant claim 18 (see page 2, line 35); 

■ 

• the carrier system of instant claims 19-21 (see page 3, lines 9-18); 

• the granule comprised of an internal core of mannitol and external layer 
plasma protein of instant claims 22 and 23 (see page 3, lines 32-36); 

• the substance which promotes wound healing of instant claim 28 (see page 2, 
line 35); 

• the topical, parenteral, and transdermal routes of administration of instant 
claims 29-31 (see Example); and 

• the process of producing a depot medicament of instant claim 34 (see page 3, 
lines 19-25). 

Heath, et. al. explain that a granulated blood plasma protein medicament 
formulation formed by spray-drying is beneficial because it provides, "...good flow 
properties, enhanced, effective delivery to the active site, and dissolution only at the 
site, not in the delivery system." See page 3, lines 1-7. 

While Heath, et. al. do not explicitly teach the particle sizes recited in instant 
claims 18, 24, and 25, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to determine suitable particle sizes through routine or 
manipulative experimentation to obtain the best possible results, as these are variable 

* 

parameters attainable within the art. 
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Moreover, generally, differences in particle size will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Aller, 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the instant particle sizes. 

* 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to make a granulated blood plasma protein medicament 
formulation, as taught by Heath, et. al. One of ordinary skill in the art at the time the 
invention was made would have been motivated to make such a formulation because of 
good flow properties, enhanced, effective delivery to the active site, and dissolution only 
at the site, as explained by Heath, et. al. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
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be commonly owned with this application, or claims an invention made as a result of 

activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 

disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 

3.73(b). 

Claims 18-25, 28-31 and 34 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-4 and 13 of 
U.S. Patent No. 6,596,318 (U.S. '318). Although the conflicting claims are not identical, 
they are not patentably distinct from each other because U.S. '318 claims a granulated 
blood plasma protein medicament formulation (see claim 1) produced by fluidized bed 
drying (see col. 16). 

One of ordinary skill in the art at the time of the invention would have expected 
similar effects from the formulation of the instant claims, given the claims of U.S. '318. 
Thus, the instant claims for a granulated blood plasma protein medicament formulation 
would have been obvious given the claims of U.S. '318. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hasan S. Ahmed whose telephone number is 571-272- 
4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 

■ 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



*** 
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